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DECLARATION UNDER 37 CFR 1.131 
This is a declaration to show the inventors' prior 
conception of the invention before the effective filing date of 
Lubock Patents Nos. 6,955,641 and 6,923,754, coupled with 
diligence in continued work on the invention through filing of 
this application October 10, 2003. The effective filing date of 
both patents apparently is November 6, 2002. 

Daren L. Stewart, Paul A. Lovoi, Thomas W. Rusch, Alex Lim 
and Darius Francescatti declare and state as follows: 



1. We are the inventors in this application, as listed in 
the declaration as filed. 



2. We conceived the invention of the claims under 
consideration, claims 41-50 and claims 53-137, prior to the 
effective filing date of Lubock Patents Nos. 6,923,754 and 
6,955,641, that is, prior to November 6, 2002. We were diligent 
toward developing this invention and toward reducing it to 
practice from a time prior to November 6, 2002 until the filing 
of the current patent application on October 10, 2003. We worked 
continually on all the many aspects of the applicator project. 
We were under pressure from our CEO and our company' s investors 
to complete the balloon applicator, x-ray tube, controller and 
other components of the brachytherapy system to be launched and 
marketed. The balloon applicator itself included a number of 
different aspects, drainage being one of them. Ongoing work 
toward reducing the applicator to practice included many non- 
drainage aspects which had to be resolved before all of these 
features could be integrated into an applicator that could be 
built and tested. Two of the inventors were assigned to work on 
the applicator for more than a year. All aspects had to be 
addressed to arrive at a final design because some features would 
have an effect on others. All balloon applicator development 
from prior to 11/6/02 until the filing of our patent application 
included the concept of drainage, considered and then firmly 
incorporated, including the concept of suction holes in the 
applicator shaft to withdraw fluids near the balloon, and the 



2 



applicator in the system as ultimately launched and marketed has 
this feature. 

3. An entry in the notebook of Thomas Rusch, 10/7/02, 
attached hereto as Exhibit A, regarding a brachytherapy 
applicator which is the subject of this patent application, 
states: "Consider having a drain port /membrane on our applicator 
and catheters, if necessary, to remove seroma. Use a std. 
squeeze bottle to apply suction force." The entry was made 
10/7/02 to memorialize a discussion at a meeting with D. 
Francescatti and others 10/6/02. Though not the first conception 
of the invention of a balloon applicator with provision for 
drainage from the space between the balloon and the tissue of the 
cavity wall, this entry shows we were considering this 
improvement at least as early as 10/6/02. 

4. Exhibit B is entitled "Xoft microTube Breast 
Brachytherapy System Preliminary Marketing Requirement 
Specifications' 7 , dated 11/12/02. The document outlines 
specifications of the system including the applicator and its 
shaft and balloon and relates to launch of the applicator 
project. 

5. A further entry in the notebook of Mr. Rusch, attached 
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here as Exhibit C, is dated 11/15/02. This entry discusses 
balloon behavior for a balloon applicator, and says questions the 
impact on dose of a contrast medium in the balloon. 

6. Exhibit D is an unsigned version of a confidential 
disclosure agreement , in preparation for signatures , dated 
11/27/02 between Xoft microTube f the assignee herein, and 
Polyzen, Inc., for the purpose of discussions on applicator 
design. 

7. Exhibit E, 12/3/02, from the laboratory notebook of Paul 
A. Lovoi, discusses balloon information of Proxima and other 
brachytherapy balloon applicators. Includes notes on balloon 
design, shaft design and wound management, external and internal. 
Includes notes on processes for making brachytherapy balloons. A 
note at the bottom says "1/2 psi will stop fluid flow." This 
refers to small lumens in the applicator shaft for draining 
seroma, and overcoming the effects of surface tension in the 
small lumens. These were notes taken during a telephone 
conversation with a vendor. This was part of ongoing work on 
brachytherapy balloon applicator design. 

8. Exhibit F, one page from internal PowerPoint 
presentation last updated 12/16/02. Entitled "Apollo Therapy 
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System" (with date October 2002) , sheet schematic block diagram 
showing brachytherapy system, with applicator, x-ray source, 
controller, etc. 

9. Exhibit G is another page from the same PowerPoint 
presentation (last updated 12/16/02) entitled "Needed Disclosures 
- System". This page outlines the different aspects of the 
brachytherapy radiation system being developed by Xoft microTube 
including the applicator which was to have seroma drainage and 
vacuum conformity of tissue. 

10. Exhibit H, 2/6/03, three pages, laboratory notebook of 
Daren Stewart, pages 41-43, refers to the balloon applicator 
project. The notes outline aspects of the applicator project and 
list "Jackson Pratt Drainage device" as a kit component (p. 41) . 
Page 42 further describes the Jackson Pratt drainage device, an 
off the shelf component, saying it must "mate to the J-P port on 
the applicator." 

11. Exhibit I, 2/7/03 (date halfway down page), entry in 
notebook of Steve Hansen, non-inventor employee of assignee 
involved in management of project. Notes of a staff meeting for 
planning on this project. Includes notes of telephone conference 
with D. Francescatti, with Daren Stewart, Alex Lim, Steve Hansen 
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and Tom Rusch present. Says "Idea of Dr. Francescatti — 6 to 8 
feeder tubes that feed a main drain lumen. This will drain fluid 
& pull tissue to the applicator." The notes further state "Use 
JP [Jackson-Pratt] bulb attached during treatment." This shows 
the intention of the inventors to include the feature of drainage 
and suction in the applicator, and shows continuing work on this 
aspect, so that suction applied to the applicator will drain 
fluid and pull the cavity tissue to the applicator. 

12. Exhibit J, 2/18/03, two pages, notebook of Daren 
Stewart, pages 45 and 46, includes notes of Daren Stewart 
regarding a meeting with Alex Lim, Tom Rusch, Steve Hansen and 
Horst Adam concerning a 2/7/03 telephone call with Darius 
Francescatti. The notes discuss seroma drains for breast 
surgery. Further, the notes on "follow up from phone call on 
2/7/03 with Darius Francescatti" discuss the drainage feature in 
the applicator, and several internal meetings that were held 
after the telephone conference with Dr. Francescatti. The notes 
confirm agreement "that a substantial effort needs to be made to 
include a drainage system in the applicator to remove fluid for 
patients who experience extreme buildup as well as prior to a 
treatment dose", and also notes "This item to be included in any 
future patent disclosures." 
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13. Exhibit K, 2/24/03 / two pages of Stewart notebook, 
relating to design of applicator with balloon. Notes mention two 
port hub and center port to be used for drainage. Following 
page, also 2/24/03 ("MDM recap'') says "Talk to Steve re: ports 
on inflation & suction (Need to be dif f erent ) ") . 

14. Daren Stewart notebook pages 26-27, Exhibit L, dated 
3/21/03, discussing design of applicators, contrast medium in 
balloon, sourcing of balloons, shape and skin thickness of 
balloon, indicating continued work on balloon and balloon 
applicator. 

15. Exhibit M, 3/26/03, Daren Stewart notebook entry, "Xoft 
Controller: Notes to self", discussing balloon shape and 
correlation of balloon shape with patient need, showing continued 
work on balloon and applicator. 

16. Exhibit N, 4/2/03, Daren Stewart notebook entries, page 
33 regarding different aspects of entire system to be constructed 
and marketed, including the controller or console and the 
applicator. Correlating correct applicator to patient. 

17. Exhibit O, 4/30/03, Daren Stewart notebook entry 
regarding balloon design, mentioning ribs inside the balloon that 
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could potentially control the shape of the balloon. Shows 
continued work on balloon design, all aspects of which had to be 
designed and resolved prior to building and releasing the system. 

18. Daren Stewart notebook, Exhibit P, three pages, entries 
dated 5/14/03 and 5/15/03, mentions "balloons with barium", goal 
of animal testing, other aspects of applicator in balloon design. 

19. Exhibit Q, Stewart notebook dated 5/28/03, "Post Dry 
Run Animal Study Download". Mentions barium loaded balloons, and 
radio opaque markers on balloon, relative to balloon design, 
showing continued work on balloon design. 

20. Exhibit R, 6/12/03 entry in Stewart notebook on balloon 
applicators, and x-ray imaging trials with balloons having 
contrast medium. 

21. Exhibit S, 6/17/03 f Daren Stewart notebook entry. 
"Meeting with Robert Bley". Mentions balloon and drainage in 
context of balloon design. Mentions Accusil, a balloon 
manufacturer . 

22. Exhibit T, 6/18/03 entry in Stewart notebook, two 
pages, regarding final design of applicator and other components 
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of system to be produced. Mentions details of the hub of the 
applicator and balloon sizes , balloon stiffener. Second page of 
this two page exhibit mentions drainage; drain. 

23. Exhibit U, 7/8/03 entry in Stewart notebook, concerning 
design of balloon, specifically balloon shapes and sizes to be 
made available. 

24. Exhibit V, 7/9/03 entry in Stewart notebook "Applicator 
to do items". Mentions balloon drawings , "more shapes"; contrast 
info, tests; schedule for molded parts from Accusil; notes of 
phone call with Accusil regarding balloons with ribs and variable 
thickness. 

25. Exhibit W, 7/16/03 entry in Stewart notebook, "meeting 
w/ Stellartech" list of matters to address regarding design of 
applicator, and mentions testing with all different sizes of 
balloons. 

26. Exhibit X, engineering drawing dated 7/17/03 and shown 
as produced by Alex Lim. The drawing, numbered 710002, shows the 
applicator with a hub at the proximal end including three ports, 
one being a drainage port. A deflated balloon is shown at the 
distal end, and drainage ports are indicated in the applicator 
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shaft, seven drain holes at each of distal and proximal positions 
relative to the balloon. 

27. Exhibit Y, engineering drawing showing applicator, 
without legend. This drawing, which we believe was produced at 
the same time or within a few days of Exhibit X, and similar to 
Exhibit X, shows the same applicator with the two sets of drain 
holes on the shaft distal and proximal of the balloon, but in 
this case with the balloon inflated. 

28. Exhibit Z, 7/22/03, "Applicator Brainstorming Meeting" 
agenda prepared for meeting attended by inventors Paul Lovoi, 
Daren Stewart, Alex Lim and others. Typed agenda notes 
"Applicator with Drain/current design/textured balloon/multiple 
ports". Mentions other aspects of applicator design including 
balloon expansion limiter for size control. This copy has 
handwritten notes. 

29. Exhibit AA, 7/22/03 entry in Daren Stewart notebook, 
"Applicator Patent Submission Mtg.", notes on the 7/22/03 meeting 
outlined above and indicating a list of features of the 
applicator was to be generated for the preparation of a patent 
application. 
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30. Exhibit AB, 7/25/03 entry in Stewart notebook, again 
relating to applicator balloon sizes, and with table of volumes 
versus dimensions. 

31. Exhibit AC, 8/13/03 entry in Daren Stewart notebook, 
page 67, describing plan for animal testing with multiple shaped 
balloons , eight animals , and noting human studies to follow. 

32. Exhibit AD, 8/14/03 entries in Stewart notebook, two 
pages, pages 68-69, "Animal Study #3 Preparation Meeting" further 
planning for animal testing/studies using balloon applicator 
designed pursuant to invention, with notes on scheduling, 
applicator parts to be ordered from Accusil, sizes of balloons 
and preferred barium. 

33. Exhibit AE, 8/29/03 and 9/3/03 entries in Daren Stewart 
notebook, "Balloon Applicator Hazard Analysis", two pages (pp. 
76-77) . Explores different types of hazard, failure or problems 
that could occur with balloon and relates to balloon design, 
instructions for use. 

34. Exhibit AF, 9/8/03 entry in Stewart notebook, p. 81, 
"Accusil agenda". Has notes on shaft thickness, balloon sizes 
and thickness of material, inflation valve for balloon, and other 
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issues to be raised with Accusil, the balloon maker. Shows 
ongoing work on improving the applicator. 

35. Exhibit AG, 9/10/03, 9/11/03 and 9/12/03 entries, 
entitled "1 st Day Goat #3", "Back @ Lychron", and "Lychron 
(animal testing laboratory), in Stewart notebook, three pages. 
Notes describe procedures used on goat, size of balloon and 
liquid filled into balloon, and results observed. 

36. In September 2003 we had communications with our 
attorney, Thomas M. Freiburger, for preparation of a patent 
application on the applicator with its various innovative 
features. We received a first draft of the application from the 
attorney in about mid-September. On 9/22/03 we received a fax 
from the attorney, with an updated draft of the patent 
application, which was primarily the same as the application as 
filed. 

37. The patent application was filed on October 10, 2003. 
Signatures on the declaration were provided later. 
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We further declare that all statements made herein of our 
own knowledge are true and that all statements, made on 
information and belief are believed to be true; and further that 
these statements were made with the knowledge that willful false 
statements and the like so made are punishable by fine or 
imprisonment, or both under Section 1001 of Title 18 of the 
United States Code and that such willful false statements may 
jeopardize the validity of the application or any patent issued 
thereon. 




Date : 

Darius Francescatti 
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We further declare that all statements made herein of our 
own knowledge are true and that all statements made on 
information and belief are believed to be true; and further that 
these statements were made with the knowledge that willful, false 
statements and the like so made are punishable by fine or 
imprisonment, or both under Section 1001 of Title 18 of the 
United States Code and that such willful false statements may 
jeopardize the validity of the application or any patent issued 
thereon , 



Date: 



Daren L. Stewart 



Date: 



Paul A* Lovoi 



Date: 



Thomas Rusch 



Date: 



Date 
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EXHIBIT B 



Xoft microTube Breast Brachytherapy System 
Preliminary Marketing Requirement Specifications 
November 12, 2002 

In-Vivo Device Position Check (QA): External imaging: Fluoroscopy, CT or ultrasound. 
Target Tissue Depth: 1 cm at 100% Isodose Point. 

Venues of Use: Unshielded Operating Room, Unshielded Treatment Room or Radiation 
Oncology Suite. 

Method of Application: Open cavity or percutaneous. 

Fractionation Schedule: Single fraction IORT, single fraction percutaneous, post-pathological 
assessment or Multi-fraction (up to 10 fractions) delivered over up to 5 days post-pathological 
assessment. 

Target Tissue Dose: Single fraction dose of 18 Gy; Multi-fraction dose of 34 Gy over 10 fractions 
(3.4 Gy/fraction). 

Treatment Delivery Time: Single fraction IORT less than or equal to 30 minutes; Single fraction 
percutaneous, post-pathological assessment less than or equal to 45 minutes; Multi-fraction less 
than or equal to 10 minutes per fraction. 

Surface to Target Ratio: Applicator surface to 1 cm treatment depth, less than 2.50. 
Dose Homogeneity Index: Minimum of 0.70. 

Maximum non-Conformability Post Installation: Total of 30% of candidates (5% of treated 
tissue volume) 

Maximum Tolerable Device Failure Rate: 10% for all reasons combined. 

Edema/Drainage Management: Jackson-Pratt Complete Closed Wound Drainage System 

Maximum Tumor Size: 2 cm 

Minimum/Maximum Cavity Size: 4 cm; 5 cm 

Maximum Acceptable Trocar Size: 8 mm 

Device Shaft Outer Diameter: 6 mm, maximum 

Device Shaft Length: 15 cm, maximum 

Balloon Inflation Connector: Luer fitting 

Maximum Balloon Inflate/Deflate Time: 30 seconds 

Patient Eligibility: >50 years of age, unifocal disease, NO, M0 

Patient Ineligibility: Invasive or in-situ lobular carcinoma, DCIS, EIC, skin or chest wall 

involvement, breast unsatisfactory for brachytherapy, last breast surgery more than 8 weeks prior 

to planned brachytherapy. 

Minimum Cup Size: B 

Margin Status: Microscopically negative surgical margins >2 mm 
Distance Edge of Cavity to Skin: 5 mm, minimum. 
Product Conformability Range: 4-5 cm 

Pre-Treatment Dose/Rate Measurement Capability Built in: Yes 
Sterilization: One time sterile disposable. 

Reusability: Disposable with provisions to prevent reuse, except for multi-fraction use in the 
same patient. 

Minimum Shelf Life: One Year. 
Marketed Countries: US, Europe and Japan. 
Average Selling Price: $3,000 US. 
Cost of Goods: $300/kit, maximum. 



Best Available Copy 
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CONFIDENTIAL DISCLOSURE AGREEMENT 
Between 

POLYZEN, INC., P.O. BOX 1487, Cary, NC 27512 

And 

XOFT MICROTUBE, 49000 Milmont Drive, Fremont, CA 95070 



This agreement is made this 27 th day of November, 2002, by and between Polyzen, Inc. and Xoft 
microTube. 

1 Purpose. The parties wish to explore a business opportunity of mutual interest and in 

connection with this opportunity, each party may disclose to the other certain confidential 
technical and business information that the disclosing party desires the receiving party to treat 
as confidential. 



2. Each party (the Producing Party) may disclose to the other (the Recipient) certain trade 
secrets and confidential INFORMATION relating to specific design specification and 
fabrication of a certain specific device as listed below to Recipient in writing, tangible 
samples and/or orally in sufficient detail for Recipient to fully evaluate said disclosure: 

Cathaters and Applicators for Brachytherapy 

3 . To be protected under the agreement, the term INFORMATION shall mean all business 
plans, information, data, facts, methods, projects, procedures and processes of manufacture, 
tooling and equipment, materials, compositions of matter, products and components of 
products, commercial information relating to suppliers, customers, marketing, sales, financial 
information, patent and trade secrets, proprietary know how and manufacturing process, 
research and development samples, management protocol, product designs, product 
development strategy, or such information which becomes known to Recipient as a result of 
access granted to Producing Party facilities, and which is disclosed to Recipient in tangible, 
documentary, or graphic form, and conspicuously labeled as confidential information of 
Producing Party. Oral disclosures for which protection is sought must at the onset be clearly 
identified as proprietary information and be documented in detail, labeled as above and 
submitted to Recipient in written and graphic form within (30) business days after disclosure. 

4. Recipient agrees that for a period of ten ( 1 0) years from the date of this agreement, he/she/ 
any agents and representatives will maintain in confidence the INFORMATION disclosed 
and will not use the INFORMATION for the ten (10) years period other than for evaluation 
purposes until or unless a formal written contract is entered into providing the terms and 
conditions of such use, all such information in tangible form and copies thereof shall be 
returned to producing party upon written request. 

5. The obligations of Recipient shall not extend to all or part of the INFORMATION: 

(A) which is in the public domain or publicly known or available prior to the date of 
disclosure; or 

(B) which can be demonstrated to have been in the possession of Recipient or 
affiliate(s) or available to Recipient or affiliate(s) from another source prior to 
disclosure; or 



(C) which becomes part of the public domain or publicly known or available prior to 
the date of publication or otherwise, not due to any unauthorized act or omission 
on the part of the Recipient or affiliate(s); or 

(D) which is rightfully received by Recipient from a third party without restriction of 
confidentiality thereof 

6. That Recipient agrees, except as otherwise expressly authorized by the Producing Party, not 
to make copies or duplicates of any confidential INFORMATION for a third party, other than 
those employee(s), agent(s), or affiliate(s) to whom information is necessary for evaluation 
purposes, or not to derive or attempt to derive, by reverse engineering, disassembling, 
decompiling, or otherwise, any portion of the confidential INFORMATION, which has not 
been previously disclosed by the Producing Party to Recipient. Recipient agrees for the 
benefit of the Producing Party to bind its employee(s), agent(s) and affiliate(s) receiving any 
INFORMATION for evaluation purposes, to observe confidentiality and restricted use 
obligations in respect of such INFORMATION, under terms no less stringent than those 
imposed by this Agreement on the Recipient. 

7. Both parties agree that no right or license under any patent or trade secret now or hereafter 
owned or controlled by either party is granted to the other party by this agreement, nor is any 
such right or license to be implied from the disclosure by either party on its confidential 
INFORMATION to the other party except as expressly set forth herein. 

8. Both parties agree that due to the unique nature of the confidential information there can be 
no adequate remedy at law for any breach of Recipient's obligations under these agreements, 
thereby resulting in irreparable harm to the Producing Party. Therefore, upon any such 
breach the Producing Party shall be entitled to appropriate mandatory or negative injunctive 
relief in addition to whatever remedies it might have at law. 

9. The undersigned signatures represent that each has the actual authority to enter into the 
present agreement on behalf of his company. 

Xoft microTube 

By: 

Name: PaulLovoi 
Title: President and CEO 
Date: November 27, 2002 



Polyzen, Inc. 

By: 

Name: Tilak M. Shah 
Title: President 



Date: 
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Low-Pressure Balloons 

Polyurethane alternatives to low-pressure 
latex balloons are available in 1:10, 1:15, 
and 1 :20 neck-to-body ratios. The balloons 
can be produced in any size and configura- 
& y tion and as small as 0.050 in. The units are 




fully three-dimensional, exhibit a nearly in- 
visible seam, and can be produced in thick- 
nesses from 1 to 10 mil. All polyurethane 
films are suitable for and meet Class VI med- 
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Multiple ports 




Applicator with Drain n ( ^ ^^^—e 

Current design 
Textured balloon 



Applicator connectors 

Unique interaction with insertion tool 
Balloon with variable wall thickness to control shape 
Multiple balloons for shape 
Balloons with ribs for shape 
Puncture resistant balloons^ 
Bioerrodiable balloon 
Contrast material built into wall $ 4 

* Contrast material in channels or volumes using multiple balloons 
Applicator with coatings 

For aiding removal 
To aid insertion of source 
To reduce adhe&sion 
To aid wound healing 

Applicator shaft with depth markers 

* Wound management with seal 

With drug delivery for wound healing ? ^ > 

Applicator with radiation adsorber to tailor dose , 

Applicator with ability to translate source r^xi^ <r&^ ^w^.. yU^n^^J^Ai^ 

Applicator with high compliance < / 

Mes^baskets 

Made from Nitinol 

Made for Bioerrodi4ble material 

Expansion control for basket - one size fits all 
Contrast 

Using contrast to image and then removing for treatment 
Using contrast with balloon cavity thickness to tailor radiation dose 
Stiffemer 

Variable stiffness 

Supporting balloon shape * 
Balloon expansion limiter for size control ^> ' C^/flLf T^L^ 
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